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557(31).—3TRfa 3Tk TOTTER RTRlft fTOT, 1945 R^RH ^ fHHPdfeld HIM 

fro fak ^ rtto srtaft* rctttor ^ 3 wref to} ^ mjmi^ srtafa Rk torr rrr) Rfkfwr, 
1940 (1940 TO 23) ^ TO 12 afa TOI 33 ?RT TO RfTOR)’ TO TORT TOR) 1^, TOT} TO TOR RTTcft t, R*ft 
^ fdR, fTOk hTO RRlfTO ^ TO) RRIcRT t, RTOf?R fTOTT TOT t aqk Rt TOt 

t % HTO TOR froft' TO HR HTte 3 fTOR} TOT ^ RRTO W\ RfTOT frof *) TOR Rdfav t, RTOfW R} RTcf) 
t, R^RTTOH TOT HTORR TO) TO) f, %RT)R f^T TO) RRlfTO TO TOTOf )%RR fell TOR*TT I 

TOlf^fd TOR fWTf TO TO^ RT8R TO }} k‘ ff?TO TO)f Bzfe ^R1 ^5TTO ^ TOTOT k ^R TOR 

3RfR^ RTcR <*^4 RTTOR ^ fTOR ^ fdR felftTO RR R RfTOT, RTORR kk RfRR TOTOTRT H4ld4, TOT TO4>K , 
ft* TO, ^f*f)-110011 ^RRRTOlt l 

TORftTOR 

1. (i) ^ ftrorf to Rfro to Rfafk afo rrttot rttot). (^frt rttHr) fro, 2011 i 1 

(2) k TOTOR k RfHR RTOITOT TO) W* TO) #) I 

2. kfafa kk TOTOR RTRRt fWT, 1945 (ftfk TR^ RTTOf TO fro TO?T TOJT i) 
ftTOT 75TO k*,- 

(TO) HR-fTOT (2), (3) ®fk (4) TO)HR-ftTO (3), (4) * (5) RR k 1 JH: Rts4lT+d iTO 
TOTH TOfHRR (1) ^ TORffrofM^cl HR-ItoT TOiTOpRT kFR TO?), R«^fc( :— 

“(2) “fKH RI4lrH4> RT^cRf" R «iNM, Rk ^wld” TO “ R<=bHl^i (RR~^TO) 

B^rTO 3fkrfW r * Rft fro) RT fkcTTRT ^ f^TR HHR> MrofM TO STf^fkl 
RTO HTO RRtTOl RR^ ^ %R Rl^T 1R RPT R> 3T#3 R^RH TJTfw^ TOR. 


2724 01/2011 


(I) 
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2 7TO fcF^TT 3TTCRTT ik ^ 3frrkRfr eft TOfcp 

^fr <Pr 10 pp fitto atk ttrt ^ ^ttc hpt 
3)^0 g?*P 3lk TO^F f§ktOT 37T 3TgFTf?Rft & RcfrcMU| ^ y^cddi^ 
TTcP ^5TTT W kf FXHT cfjy gp<F ^TT ?kTT| 

TOrJ ^ ^ 3FJ?rf?r ^ FTcfr^ui % fikT arr^T fTfcp TT3TTTT 

6 ^ ^ P^ld l^hc-g kfT 'ddrff} cPt HkksT ^ 15^ 3TRT *P 3ftcR t«H’in oTTcTT 
£ rfT HP dcRch^uj % f^Tj f^qr FTlk TOT go£P 15F £oTR FW 

3fr? Vile) <HI£ ^TT idP 3iHI tp feH7 t ,c P ^oTR MltJ Tit 
gc^P & 3TcTTcIT ?FTR FW ^PT arfcrfkp gF«F ^RfTI 

(BT) fH TOR gR: WTTf^PH 3TT f^TTT (3) tRFJP cpT RpJ cp^ 
tcfvUT oTOTTI 

3. 3 rP ^RrT # p f^kRT 76 £P t&P "RlMdl ^Pt 3Tg*rf*T ?T^t % 

^TT3T 3TTT3T $$ cJTk 3*k "TOT 28HP # oTlfT TO' ?R^T & FRT TRTTH ftk TOt 
I^RT 3TRT cp FTO TR 3T5R 3*k TO OTRt 3Rfa 

"arg^fi a? £ fetPrf^e affakRfr zPt tsTOt 3rg gk r ;nr atf? # ferf^r 
3M^Rrt ^T g^cT TTRTrFcp 3TTF^kf HpT 3fRrkRTt, tfkT 3*k TO 

fkPFSjkfe ^fTOT (3TR-#TOTT) c^FTOd 3fptfSRfi Ep kTsfr 3TTO kf^TOT % fcTCT 
Rtl^'rfui ^pr 3rg?rf?r hpt vtot 3*k W 3ig*if$ tor ami srcP 
c8t ?Tef, - 

3TRT PRT TsT ^ ^cT 3 TTF^ckt, TtRT 3^k 3eHfl«H H^T 

fkPFcfPk: frrjRxr otr-^iuhv) egeror sft^Rfr ft^tt argrjrfr 3 t ^ rafaftg 
a^kRff ^Pt i5t^PT 3rgrpfr tt 3#t ^t(i) ^r f et P t ^g afmkRfi ^p f&TsPr ?tt 
fIcRrhi & fonj ferf^tRW 3jpr 3fg*?i?r tot 28cp ^r aikt fcp^T anw 3 ^ 

FRTFJTEP 3TTF^ekr, TfRT 3tk ^RSW cRTT fab'^rfd fPjRTT (3fR-fTTO7) 

cgrTO afmkRfr ^ ftrrPr ^it kterror fkxr f c r^ faVu i ^5 =fpT 3ig^f?i vtot 
28 ^Tep a| ark ) 1 fcp^TF 3TTVRTTI 

4. 3tP I^RRlt tf, 1^2RT 78cp ^t,- 

(cp) ?Fnkp 3?k 3TT ^RT (1) £ "TOT 28cp" ?R3ff, 3TcPt 3tk 3TSkT ^P 
F2TRT CR "TOT 28cP" ^TT 28 TO' $T^, 3TcP 3fk 3T5R Rst oTTTRtl 




- 2 - 


JI-^5 3 (i)] *TK<T W TTOF : 3TOTTOI 3 

{^.) “STO 28” 3TOT, 3Tcft 3fr? 3TaT^f ft ^STH TO a TOF 28 7TT TOTO 28 tf' ?TO, 3Tft 
affc 3T&R TOt RTCfft | 

5. TOtT ftfTO ft fftTO 83 cf3 3 “TOF 28 eft* TT^t, 3?ftT sfft 3TaRf ft TOFT TO q^q 
28 cf> ^T TOTO 28 *T cJT 3TO, 3Tcf> 3?R 3T5R 3fk “TO 26 eft* Wf, 3?ftt afft 3TSR 

ft tor to tottf: “toto 26 ^ tor 26 fftzrr wtot I 

6 . v3cki PRd — 

(<ft fftFT 83 ^ c(> 3, 28 eft* ?Tsft 3?ft 3Tcft ft TOFT TO “TOR 28 cf> 7U TOR 28 

^ qp^ STO. 3T3> ^ TOTOt | 

(^) “TOR 26 eft* ^Tccft 3fa 3m ft TOFT TO “TOR 26 ^ ^ “TO 26 3r” qf«q 3TTO 
TOpT uTTOTl 

7. Mf ftTO eft 3F£?£ft cf> 3- 

(m) TO 26 3T ft MTOd f^mferf^cl TOR 3TcT: TOTftcT fft^TT vjTTTpTT, 

3TsrfcT: 


W TO 26 3r” 
[RPFT 83 TO 83 TO TO] 


3Ffgftt r 3 artofM ftt w-Wto? 3T5^ T r to r-i 3 fctf^e ^ 

HldlRcb TO^tcRf TO #?T 3fa troftR TO f^f^fe ^ TO ^ (3TR ~ TO ^) <^d-M 
3WW eft fftft ft IcTO RRhH %% TT£R 3Fprf^T ft dftcbFT TO TORT-TO 

1. TOTftTrT fftm TOTcTT t fft ...3 f&TCT ft^Rt 3 

PlMfelRsIc! ^tdloHch 3TT%rft TO 4?T 3fft tcR?R TO Rcbf^l^e TO ^ 

(3tr- to ^) c^cmh sfr^nEfr ft ftRnrk .ftr. 

.TOT RTOT 3FpTfcT TM TO...ft.clTO 

TOfTTOTOlFR fftTO TOT 11 

2. 3fm (ftfrfftft) TOT/ft TOR.. 


(STOTO TO eft 3TcFT- 3RFT f3RR&d fftTO TOR ) 
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.-^T/%#-WT* .afafa 3Tt? TOUR 

■Hraftfwr, 1945 eft 3T^pfr «r if sikmi <r 1 sppjm 

n, r (1) 3 fafoR* r-HH^ryd 3ftwfi ^ trrarc*RR arF^rPfr Ariftr 
R^fraFfe # tpr q (3 tr ip) ^gpqjr 3Mwi 

crI .TirfeH.^ f^RT 4ftm 3 







[*TFT II 3(i>] 




2. 3TT#rat --- 

(srrfcp ^ spf foPfe f^ir ^mO i 

3. ^h^chh' aMMrf % faPwW sfl? «rrsr %iwj wr ?r=FTteft ot: 

% ^TPT, 3^nxt 3ftT 1 

0*0 % feir fauteu crfM wr ^r/%^---- 

0 a) faFwfa % falT w ^r/% rw-- 



sn#w t, ^ T^/prrt ^r ^ sfo i 


(T3) ftPwIfTT ^EJfSTFr 3 w 3m %^'q^'^W^TlfrTfe^ £RT 

3rt%ct % r#fflfa % 'mi mti wr isro, sfR 

wmt spt ^ % fair -gFR?T t 3lk t #9TC 3r<K % Sr^F t*T ^ 

fcf^ui cptf ?WT ftfarT wff,^TR 3?qKf =Fl sfa fsTCR^RT 

Wd^IS?FI-3WT31fWir^ I 


I 7 !) <t|gM % folPinWl P*>y 



I 


5. 


--^vM#r3W^^f5tT#r'aT^if 

—--^qTT ^ --^rar fe^rr twt t i 


?TRte: 


Z-\2M <SX/7!-2- 


?rwt- 

wpt- 
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* qfofofoqT WTffofoq?, fofotfo, foqrrrfotfogfeqfol 

# ^w i R '3[T^<^TR4'^>rTrw fokogewiq % wh % qfo gft qfofo: gfo i 

@ qfo qg ffoforor ^njc^TR fo qpr fok for for fofofo gfo gfo grffofop-^fo 
ffoforfa tor ^mpiT sfo sgpifo fot #1 fog#? 3fok ggifog fog 

■<jqfolfow for ufoffo gfo i* 

(fo) qgq 28 g % qgggfoRfofeg gm forrggffor mi giggr:- 

"WSg 28 Tig?" 

(fogr 76 gr, 78 g, 83 g? gfoi) 

fopjfo g % gfog fgfgiggi for fofosR qrg?qg> arrfogfo/forTr fok 
fogfok/Ifoifolfod forqqq ('StiT-fofoifo) fo ^pqg forfogfo gfo fog# g foggr % fog 
fgfofor ^5 gFT agpffo i 

sgprffo gfo fosstT. fok gfo 

gfoforcikter. 

1.fo.for fogfo fok gqm grqfot fogg, 1945 

folsi^jTftq fo fofofog fofofog for fofogg 3^fol n, g (l ) 4 foifoRfcd 

qraiogg? 3g#rifo/ fofo fok fogfofo/ k g fo ife fotqgr (gg-foiTTgr) fo 

ezpqg sffafog fofo fo qgg foRfofon sttfogfo for.gfog 

.qrf^foforkifoforfomfo^^jr . 3(^w qggffoggg 

ti 


1 . 3foqfogfogq. 

2. ggq rigHIcfrl ■FdiMr fo hip . 

fo 


3. 


3-gpnfo 


ggggforfog i 
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4. ff % f^r 31 -jjiR) FTFTPkFraf % -srszr^ 

sro fNt Iff# ff%-3#t 3ppf% % 3 tf1f ff 3rp% 

^ ^ qSTOT f^t Fl^TfrT F^FT 11 

5. FF 3^51 fi<1 Ft# FTfFcT wf FFT 3#FfF 3#T FFTFF Wnft 3Tf#iFFF, 

1940 % 3i#k fcttof # ftfFfe f# ft ff?# fif# 3ff 

FRTf%3FFFkfl 


FTTtTF 


?w. 

FFFTF. 

3FpTTFF?TTlfaFF# 


F#lF FT-piFFT 3 FJfNf FriFFF# 


3F p f # TF#?l# 

1- FF 3Pprf^T 3#F FTPEF#t *# F4lFF T | FFT°T F? 3T^#fcfl Fftw # F3T FTW 
FmF#3#Ff#3#TTOmF^3##f#w l940%a#kiF^rM^% 
3FJ#F FT TTC^F FFFT F#1T I 

2. wr fftf # Iff# *ft f#f#f f# tjfft 3tf#t sifewH 

FlftfFF# 3ftF#>FtF 3FJ5tfFT 3T^FtFFTTlf#FF#F#Ft' 3 nFFtl 

3. 3FJjrfFT TTFFTF # TFt %#lTRFf? ST^-f^FT# 3#FF F#fFF#%frTT? #*# F5^ 

3##FF F# FF#FF Ff3#TrT Ff# I, fFf#fFF FFFT FI# t# F# #TFFf # FFT 
FFfIFF 3#FFT# SFpkF % f#F 3EffNF> FtiFFF# 3#T FT #5fa 3Fp1% 
3FJJ#FF FlfFFT#F# 3TT#FF Fv!4l F#FI FF FF7RF# 3{^Ftf<a F#f 

%tnu imiF FftFPIFI FFFII F?H I 
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klfecl # 3Fpkl 4fc/kT arprfk ^ 

■q^RT kri vrf k kkR if ^ti Tfkk &n kt Tjfc^ a^pfra ^ 
ftfklb kft ■aft ftlkl k #T 1W <k kkxFT 3rafc % ferr HI cRF fakraPT 

■9-HSll ' j IR< J ll -*ra d=t> ^>91 k'kH Hkdlan 4raHFT cllkf) , raf % ^TTR - 4 alpine 

niftrakt krk ksfcr aipfra mkrakt 4 i#r <4 1 54*1 4 krai w 

ki" 

[m 4 pFFM 1014/3/2010-4kl’+l«l] 
3TPJI W, 4fra ifftl 


feum : p fwr ^rsnra 4 34*14441 4. 49 ?. 28 - 10 / 45 - 44 ( 1 ), mtm 
21 kora/, 1945 ira iranfcra fan* 44 4 afo atfkj^n 4rai 

1,51ft 101(31), HRfta 18-2-2011 SRT 3rfm 4k*R ftF4 44 I 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

NewDelhi, the 21st July, 2011 

G.S.R. 557(E)— The following draft rules further to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government proposes to make in exercise of the 
powers conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), after consultation with the Drugs Technical Advisory Board, is hereby published for 
the information of all persons likely to be affected thereby, and the notice is hereby given that 
the said draft rules shall be taken into consideration on or after the expiry of a period of forty- 
five days from the date on which the copies of the Gazette of India containing these draft 
rules are made available to the public; 

Any person interested in making any objections or suggestions on the proposed draft 
rules may do so in writing for consideration of the Central Government within the period so 
specified through post to the Secretary, Ministry of Health and Family Welfare, Government 
of India, Nirman Bhawan, New Delhi-110011. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics (2nd Amendment) 
Rules, 2011. 

(2) They shall come into force on the date as published in final publication in the 
Official Gaze&e. 





[’TFT II—3(i)J TO 3TT MT : 3TOTTOT 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said 

rules), in rule 75 A,- 

(a) the sub - rules , (2), (3) and (4) shall be re-numbered as sub - rules (3), (4) and (5) 
thereof and after sub - rule (1), the following sub - rule shall be inserted, namely:- 

“(2) The application for grant or renewal of loan licence to manufacture for sale or for 
distribution of drugs in large Volume Parenterals’ , ‘Sera and Vaccine’ and 
‘Recombinant DNA(r-DNA) derived drugs’ shall be made to the licensing authority 
appointed under this Part, in Form 27 DA and shall be made upto ten items for each 
category of drugs categorised in Schedule M and shall be accompanied by a licence 
fee of rupees six thousand and an inspection fee of rupees one thousand five 
hundred for every inspection or for the purpose of renewal of licences: 

Provided that if the application for renewal of a licence is made after its expiry but 
within six months of such expiry, the fee payable for renewal of the licence shall be 
rupees six thousand plus an additional fee of rupees one thousand per month or a 
part thereof in addition to the inspection fee of rupees one thousand and five 
hundred."; 

(b) In sub rule (3), as so re-numbered, the proviso shall be omitted. 


3. In the said rules, in rule 76 A, for the heading and the portion of the rule beginning 
with the words, “A loan licence to manufacture” and ending with the words “ issued in 
Form 28 A, and the" , the following words, letters and figures shall be substituted, 
namely:- 

*Forms of loan licences to manufacture for sale or for distribution drugs specified in 
Schedule C and Cl excluding drugs specified in Schedule X or of Large Volume 
Parenterals, Sera and Vaccine and recombinant DNA (r-DNA) derived drugs and 
conditions for the grant or renewal of such licences.- A loan licence to manufacture 
for sale or for distribution of drugs specified in Schedules C and C{1) excluding Large 
Volume Parenterals, Sera and Vaccine and Recombinant DNA(r-DNA) derived drugs 
specified in Part X-B and drugs specified in Schedule X shall be issued in Form 28 A 
and a loan licence to manufacture for sale or for distribution of Large Volume 
Parenterals, Sera and Vaccine and Recombinant DNA(r-DNA) derived drugs shall be 
issued in Form 28 DA. The”. 

4. In the said rules, in rule 78A,- 

(a) in the heading and sub-rule (1), for the words, figures and letters “Form 28 A”, the 
words, figures and letters, “Form 28 A or 28 DA”, shall be substituted; 

(b) for the words, figures and letters, ”Form 28”, the words, figures and letters, “Form 
28 or Form 28 D “ shall be substituted. 

3 * 12 U GT)n -3 
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5. In the said rules, in rule 83 A, for the words, figures and letters “Form 28 A shall be 
issued in Form 26 A.” the words, figures and letters “Form 28 A or Form 28 DA shall 
be issued in Form 26 A or Form 26 J respectively”. 

6 . In the said rules,- 

(a) in rule 83 AA, for the words and figures “Form 28 A”, the words and figures 
“Form 28A or Form 28DA”, shall be substituted 

(b) for the words and figures “Form 26 A” the words and figures “Form 26 A or Form 
26 J” shall be substituted. 

7. In Schedule A of the said rules,- 

(a) after Form 26 -1, the following Form shall be inserted, namely:- 

"Form 26 J 

[see rule 83 A, 83 AA] 


Certificate of renewal of loan licence to manufacture for sale of Large Volume 
Parenterals or Sera and Vaccine or Recombinant DNA(r-DNA) derived drugs specified in 
Schedule C and C-1 excluding those specified in Schedule X. 

1. Certified that Licence No.granted on the .to.for the 

manufacture of following Large Volume Parenterals or Sera and Vaccine or 

Recombinant DNA(r-DNA) derived drugs at the premises situated at.has been 

renewed from.to. 

2 . Name (s) of drug (s). 


(each item to be separately specified) 


3.Name(s) of competent technical staff: 


(a) responsible for manufacturing 
1 . 

2 . 

3. 


(b) responsible for testing 
1 . 

2 . 

3. 


Signature... 

Designation 


Licensing Authority 


Central Licence Approving Authority 


Date 


1 














[*TPT II —'ms 3(i)J 
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II 


(b) after Form 27 D, the following Form shall be inserted, namely:- 

“FORM 27 DA 

(See rule 75 A) 

Application for grant or renewal of a loan licence to manufacture for sale or for distribution of 
Large Volume Parenterals/Sera and Vaccine/Recombinant DNA (rDNA) derived drugs 
excluding those specified under Schedule X. 

1. I/We *.of#.hereby apply for the 

grant /renewal of a loan licence to manufacture on the premises situated at c/o 

@.the under mentioned drugs being Large Volume 

Parenterals/Sera and Vaccine/Recombinant DNA (rDNA) derived drugs specified in 
Schedules C, C (1), excluding those specified in Schedule X to the Drugs and Cosmetics 
Rules, 1945. 

2. Name (s) of drugs. 

(each item to be separately specified). 

3. The name (s), qualifications and experience of the competent technical staff 
responsible for the manufacture and testing of the above mentioned drugs. 

(a) Name (s) of competent technical staff responsible for testing. 

(b) Name (s) of competent technical staff responsible for manufacture. 

4. I/we enclose: 

(a) A true copy of a letter from me/us to manufacturing concern whose manufacturing 
capacity is intended to be utilized by me/us. 

(b) A true copy of a letter from the manufacturing concern that they agree to lend the 
services of their competent technical staff, equipment and premises for the manufacture 
of each item required by me/us and they will analyse every batch of finished product and 
maintain the registers of raw materials, finished products and reports of analysis 
separately on this behalf. 

(c) Specimens of labels, cartons of the drugs proposed to be manufactured. 

5. A fee of rupees......has been credited to Government under 

the head of account. 
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Date 


Signature.. 

Designation 


*Enter here name of the proprietor, partners or Managing Director, as may be. 

# Enter here name of the applicant firm andthe address of the principal place of 
business. 

@ Enter here the name and address of the manufacturing concern where the 
manufacture will be actually carried out and also the licence number under which 
the latter operates." 

(c) after Form 28 D, the following Form shall be inserted, namely> 


“FORM 28 DA 

(See rule 76 A, 78 A, 83 AA) 

Loan licence to manufacture for sale or for distribution of Large Volume Parenterals/Sera 
and Vaccine/Recombinant DNA (r-DNA) derived drugs excluding those specified under 
Schedule X. 

Number of licence. and date of 

issue. 

1 . .of.is hereby granted a loan licence to manufacture on 

the premises situated at .c/o .the following drugs being 

Large Volume Parenterals/Sera and Vaccine/Recombinant DNA (r-DNA) derived drugs 
specified in Schedules C, C (1), excluding those specified in Schedule X to the Drugs 
and Cosmetics Rules, 1945. 

1. Names of drugs. 

2. Name (s) of competent technical staff. 

3. The licence shall be in force from.to. 

4. The licence authorizes the sale by way of wholesale dealing by the licensee and 
storage for sale by the licensee of the drugs manufactured under the licence subject to 
the conditions applicable to licence for sale. 

5. The licence is subject to the conditions stated below and to such other conditions 
as may be specified in the rules for time being in force under the Drugs and Cosmetics 
Act, 1940. 

















l.«n*r n —ms 3(i>] 


qFT 


13 


Date 


Signature. 

Designation. 

Licensing Authority 


Centra) Licence Approving Authority 

Conditions of Licence 

1. This licence and any certificate of renewal in force shall be kept on the approved 
premises and shall be produced at the request of an Inspector appointed under the 
Drugs and Cosmetics Act, 1940. 

2. Any change in the competent technical staff shall be forthwith reported to the Licensing 
Authority and Central Licence Approving Authority. 

3. If the licensee wants, during the currency of the licence, to manufacture for sale 
additional items of drugs not included above, he should apply to the Licensing Authority 
and/or Central Licence Approving Authority for the necessary endorsement as provided 
in the rules. This licence will be deemed to extend to the items so endorsed. 

4. The licensee shall inform the Licensing Authority and/or Central Licence Approving 
Authority in writing in the event of any change in the constitution of the firm operating 
under the licence. Where any change in the constitution of the firm takes place, the 
current licence shall be deemed to be valid for a maximum period of three months from 
the date on which the change takes place unless, in the meantime, a fresh licence has 
been taken from the licensing Authority and/or Central Licence Approving Authority in * 
the name of the firm with the changed constitution.". 


(F. No. X-11014/3/2010-DFQC] 
ARUN PANDA, Jt. Secy. 

Foot Note : The principal rules were published in the Official Gazette vide notification 
No. F. 28-10/45-8(1), dated 21st December, 1945 and last amended vide 
notification number G.S.R. 101(E), dated the 18-2-2011. __ 
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